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Anhui linjianqiao Med-Tech Co., LTD.

c/o Field Fu

Shenzhen Zyte Consulting Co., .TD.

05¢.Fuhai Kangle Building, Nashan District Shenhen
Shenzhen, Guangdong

China

Re: K130150
Trade/Device Name: Dohenes Electrical Stimulators
Regulation Number: 21 CFR 882.5890
Regulation Name: Transculangous electrical nerve stimulator for pain relief
Regulatory Class: Class |
Product Code: NUH, NGX
Dated: July 24,2013
Received: August 14,2013

.Dear Field Fu: N

We have reviewed your Section 510(k) premarket notilication of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) 1o legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or (o
devices that have been reclassified in accordance with the provisions ol the Federal Food, Drug.
and Cosmetic Acl (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act.
The general controls provisions of the Act include requirements {or annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labeling must be truthful and not misleading.

[f your device is classified (sce above) into either class 1l (Special Controls) or class 111 (PMA).
it may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may
publish further announcements concerning your device in the Federal Register,

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CI'R Part 801); medical device reporting (reporting of medical |
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device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable. the electronic
product radiation control provisions (Sections 531-542 of the Act): 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801). please
contact the Division of Small Manufacturers. International and Consumer Assistance at its toll-
free number (800) 638-2041 or (301) 796-7100 or at its Internct address ~

hupdAvww, fda woviMedical Devices/Resourcesfor You/Industry/de [ault.htm.  Also, please note
the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding (the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to

hupAwvwaw fda soviMedical Devices/Saleiv/ReportalProblemy/defuult.hum for the CDRH's Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilitics under the Act from the
Division of Small Manufacturers. International and Consumer Assistance at its toli-free number
(800) 638-2041 or (301) 796-7100 or at its Internct address

htpAwvwaw fdacov/Medical Devices/ResourceslorY ow/Industrvide fault hiim.

Sincerely yours.

Joyce M. Whang -5

for Victor Krauthamer. Ph.D.
Acting Director. Division of Neurological and -
Physical Medicine Devices
OfTice of Device Evaluation
Center for Devices and
Radiological Health

Enclosure



Indications for Use

510(k) Number (if known).___K130150

Device Name:__ Dohenes Electrical Stimulators

Indications For Use:

To be used for temporary relief of pain associated with sore and aching muscles in the
shoulder, waist, back, neck, upper extremities (arm), and lower extremities (leg) due to
strain from exercise or normal household work activities.

It is intended to be used to stimulate healthy muscles in order to improve and facilitate
muscle performance.

Prescription Use AND/OR Over-The-Counter Use ___ X

(Part 21 CFR 801 Subpart D) {21 CFR 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of Center for Devices and Radiological Health (CDRH)

Joyce M. Whang -S
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